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1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 . 1 7(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on February 9, 2007 has been entered. 

2. Claim 56 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

In claim 56, the phrase "the detection assay in making the protein standard" lacks 
antecedent basis and is indefinite since independent claim 48, from which claim 56 depends, 
does not positively recite any steps used to make the protein standard. Only a single detection 
assay is positively recited in claim 48, and that detection assay is used to detect the polypeptides 
in both the protein standard and in the protein sample being analyzed. There is nothing 
contained in independent claim 48 concerning making a protein standard. 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

5. Claims 39-47 are rejected under 35 U.S.C. 103(a) as being unpatentable over Mizutani 
(US Patent no. 3,880,814). 

Mizutani teaches of a composition or sample solution comprising at least three 
polypeptides of different known size and of different known amounts. The sample solution 
comprises 15 mg of the polypeptide conalbumin having a molecular weight or size of 87,000, 4 
mg of ovalbumin having a molecular weight or size of 46,000, and 7 mg of lysozyme having a 
molecular weight or size of 14,600. See lines 6-13 in column 4 of Mizutani. The three 
polypeptides in the composition taught by Mizutani are the same polypeptides as taught in 
Example 1 on page 1 1 of the instant specification, and therefore, the size of the polypeptides 
disclosed by Mizutani would inherently cover a range that is separable by polyacrylamide gel 
electrophoresis, and the amounts of the polypeptides taught by Mizutani would inherently cover 
a range that is detectable by a given protein detection assay. 

Mizutani fails to teach that the polypeptides conalbumin, ovalbumin and lysozyme are 
present within a kit, and fail to teach that in preparing the solution containing the three 
polypeptides, the amounts of the polypeptides are estimated using a detection assay with 
different amounts of a standard protein such as BSA. It would have been obvious to one of 
ordinary skill in the art at the time of the instant invention to incorporate the polypeptides in the 
solution taught by Mizutani into a kit so as to have all of the polypeptides present in a single 
container in the correct amount in order to facilitate the quick and easy performance of the 
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method taught by Mizutani. It also would have been obvious to one of ordinary skill in the art at 
the time of the instant invention to estimate the recited amounts of the polypeptides taught by 
Mizutani (15 mg conalbumin, 4 mg ovalbumin and 7 mg lysozyme) using a detection assay with 
different amounts of a standard protein such as BSA since it is common knowledge in the art of 
protein assays to use a standard such as BSA in different known amounts in order to determine 
the amounts of polypeptides in an unknown sample, and to express the amounts of the 
polypeptides as equivalent amounts of the standard protein, as evidenced by Applicant's own 
admission in the response received on February 15, 2006. 

6. Claims 48-55 are allowable over the prior art of record since none of the prior art of 
record teaches or fairly suggests a method for estimating both the size and amount of a 
polypeptide in a protein sample by electrophoresing simultaneously in separate lanes on a gel the 
protein sample and a protein standard containing at least three different polypeptides therein 
having different sizes from one another and being present in different amounts from one another, 
wherein the amounts of the polypeptides in the standard are expressed as an equivalent amount 
of a standard protein, detecting the polypeptides on the gel wdth a detection assay to obtain the 
relative positions and detection intensities of the polypeptides, comparing the relative positions 
of the polypeptides of the protein standard with the relative position of the polypeptide in the 
protein sample to estimate its size, and comparing the relative detecting intensity of the 
polypeptides of the protein standard with the relative detecting intensity of the polypeptide in the 
protein sample to estimate its amount. 

7. Applicant's arguments filed February 9, 2007 have been fiilly considered but they are not 
persuasive. 
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Applicant argues the previous rejections of the claims made in the Office action mailed 
on October 10, 2006 under 35 USC 103 as being obvious in view of Mizutani by stating that 
Mizutani fails to teach of using the polypeptides taught therein together as a protein standard on 
a gel in order to determine the size and quantity of a protein simultaneously since the staining 
intensities of the polypeptides do not reflect their quantities. 

In response to Applicant's arguments, it is noted that Applicant's arguments are all 
directed to the method of use or intended use of the protein standard. This method of use, as 
recited in instant claims 48-55, has been indicated to be allowable over the prior art of record 
since Applicant's new principles of operation, as outlined in the response received on July 20, 
2006, are persuasive regarding this method. However, Applicant's arguments are not persuasive 
for claims 39-47 since claim 39 is directed simply to a product/composition containing three 
different size polypeptides in each of three different amounts. The composition as taught in lines 
6-13 of column 4 in Mizutani is the same exact product as recited in claim 39. The fact that a 
composition is intended for a new and unobvious use does not render the composition itself 
patentable. See In re Pearson, 181 USPQ 641 (CCPA 1974). In addition, claim 44 is directed to 
a method of preparing such a product by combining three different size polypeptides in three 
different amounts, which is also what Mizutani teaches. It would have been obvious to one of 
ordinary skill in the art to determine the amounts of each of the polypeptides in the product 
taught by Mizutani with a detection assay by comparing the relative staining intensities of the 
polypeptides on a gel with the relative staining intensities of different amounts of known proteins 
such as BSA or lysozyme since it is common knowledge in the art of protein assays to use a 
standard such as BSA in different known amounts in order to determine the amounts of 
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polypeptides in an unknown sample, and to express the amounts of the polypeptides as 
equivalent amounts of the standard protein, as evidenced by Applicant's own admission in the 
response received on February 15, 2006 and on pages 2-3 of the response received on February 
9, 2007. All that independent claims 39 and 44 require is a mixture of three different 
polypeptides of different sizes and in different amounts. In addition, these claims require that the 
quantity of the polypeptides be estimated by comparison to a standard protein such as BSA or 
lysozyme in a detection assay (i.e. separating the polypeptides on a gel and staining with a dye 
such as Coomassie Blue). Applicant admits on pages 2-3 of the response received on February 9, 
2007 that a protein detection assay using BSA as a standard material is most likely used to 
estimate the amounts of the polypeptides conalbumin, ovalbumin and lysozyme in the 
polypeptide mixture taught by Mizutani. Therefore, the reference to Mizutani meets all of the 
limitations recited in instant claims 39-47. 

Applicant argues that since the method of using the protein standard of the instant 
invention is not obvious, then the claimed quantitative protein standard and method of making 
are also not obvious. In response to this argument, it is noted that claims directed to a product or 
composition are patentably distinct from claims directed to a method of using a product or 
composition. Product claims are patentably judged by what components they are comprised of, 
not based upon the methods the product can be used in or what the product is used for. Since the 
product taught by Mizutani contains all of the components recited in instant claims 39-43, the 
teaching of Mizutani renders obvious the product recited in claims 39-43 for the reasons set forth 
above in the rejection, even though the product of Mizutani is used in a different method than 
used by Applicant. Method of making claims are patentably judged by the specific steps used to 
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formulate the composition, not upon other intended uses of the product. Since instant claims 44- 
47 only set forth steps of combining different polypeptides having different sizes and amounts 
from one another into a single composition, the steps taught by Mizutani render obvious these 
claims for the reasons set forth above in the rejection. Claims 44-47 do not contain any steps 
directed to using the protein standard to estimate the size and amount of polypeptides in an 
unknown protein sample. 

Applicant also argues that the method of making and using the claimed quantitative 
protein standard are integral parts of the invention since the same staining assay has to be used in 
both detecting and estimating the quantity of each of the polypeptides in the protein standard as 
is used in detecting and estimating the quantity of polypeptides in an unknown protein sample by 
comparing the responses of the unknown sample with the protein standard. In response to this 
argument, it is noted that instant independent claims 39 and 44 do not recite that the staining 
assay used in detecting and estimating the quantity of each of the polypeptides in the protein 
standard has to be the same as the staining assay applied when using the protein standard to 
estimate the size and amount of polypeptides in an imknown protein sample. Claims 39 and 44 
only recite a single detection assay used to detect and estimate the quantity of the polypeptides in 
the standard, and this detection assay could be any of the known protein assays used for many 
years (i.e. Coomassie Blue, Fast Green, silver, fluorescamine staining, etc.) to estimate the 
quantity of an unknown polypeptide. Claims 39 and 44 do not recite any other detection assays, 
or how the method of making the protein standard is integral or related to a method of using the 
protein standard by any common staining assay. 



Application/Control Number: 10/068,663 Page 8 

Art Unit: 1743 

Applicant argues that the invention solves a long-felt, long-existing but unsolved need. 
In response to this argument, it is noted that Applicant's argument with regards to solving a long- 
felt need is persuasive with regards to the method of using the protein standard to estimate both 
the size and amounts of polypeptides in a protein sample. However, since the reference to 
Mizutani teaches of a composition or product containing all of the sample polypeptides in 
different amounts and a method for making such a composition, the claims directed to the 
product and method for making (i.e. claims 39-47) do not solve any long-feh need since the 
product and method for making are already known. 

Applicant also argues that no one has implemented the instant invention for over 30 
years, thus rendering it non-obvious. This argument is persuasive for the method of using the 
protein standard, as indicated above in the reasons for allowance. However, this argument is not 
persuasive for the product claims 39-43 and method for making claims 44-47 since Mizutani 
teaches of such a product and a method for making. 

In conclusion, claims 39-47 remain rejected as set forth above, and claims 48-55 are 
allowable over the prior art of record. 
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8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maureen M. Wallenhorst whose telephone number is 571-272- 
1266. The examiner can normally be reached on Monday-Thursday from 6:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden, can be reached on 571-272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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